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REMARKS/ARGUMENTS 

In view of the foregoing amendments and following remarks, favorable reconsideration 
of the pending claims is requested. 
Status of the Claims 

Claims 1-25 are under examination. 

Claim 1 has been amended to clarify that the excluded fraction at the end of the 
chromatography is characterized by the absence of intact Bifidobacterium cells. 
Rejections under 35 USC § 112 

The Examiner has maintained the rejections of Claims 1-25 under 35 U.S.C. § 1 12, first 
paragraph, as being non-enabled. As noted in the previous response, the microorganism in 
question has been deposited under the Budapest treaty, and a statement by Applicants' 
representative, Timothy Baits, has been submitted showing that the deposits fully meet the 
requirements of 37 CFR §§ 1.806-808. 

However, the Examiner now asserts that the statement with respect to the deposit of the 
biological sample is not persuasive because the Applicant has not provided a copy of the deposit 
receipt and/or contract with the depository for deposit and maintenance of the deposit. 
Applicant respectfully submits that statement by Applicant's representative is sufficient to fulfill 
the requirements with respect to 35 U.S.C. § 1 12. In this regard, the Examiner's attention is 
drawn to 37 CFR §§ 1.806-809, which clearly sets forth that the statement by the Applicant's 
representative is sufficient to overcome this rejection. No further documentation is necessary. 
However, in the interest of expediting prosecution. Applicant has proved herewith a Deposit 
receipt for Bifidobacterium breve strain deposited under the number 1-2219 with the CNCM. 

In view of the above statements and deposit receipt, Applicant submits that the rejection 
under 35 U.S.C. § 1 12 has been overcome. 
Prior Art Rejections 

Claims 1-25 have rejected under 35 U.S.C. § 102(e) as being anticipated by U.S. Patent 
Publication 2008/0268099 to Blareau, or by U.S. Patent 7,410,653, also to Blareau, and the 

rejection of Claims 1-25 under 35 U.S.C. § 102(b) as being anticipated by WO 01/01785 to 
Blareau. WO 01/01785 is the PCT equivalent U.S. Patent 7,410,653. 
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Applicant respectfully submits that the cited art fails to disclose or suggest each and 
every element of the claims and therefore the cited art does not anticipate or render obvious the 
claimed invention. In particular, Applicant submits that the cited art does not disclose or suggest 
the recited immunomodulatory product. More specifically, the cited art does not teach a step in 
which the Bifidobacterium is removed from the aqueous substrate, and as such the prior art 
teaches a composition that includes the Bifidobacterium In contrast, the claimed invention 
teaches removal of the Bifidobacterium, which results in a immunomodulatory product free of 
intact Bifidobacterium cqWs. To emphasize this significant distinction. Claim 1 has been 
amended to recite that the excluded fi-action at the end of the chromatography is characterized by 
the absence of intact Bifidobacterium cells. 

At the outset, it is important to note that US 2008/0268099 (Blareau et al.) describes an 
immxmomodulatory product obtained by the bioconversion of a milk substrate with the aid of 
Bifidobacterium breve strain 1-2219. The immunomodulatory product described in Blareau et 
al. comprises the substrate used to culture the bacteria Bifidobacterium breve 1-2219 mixed with 
said Bifidobacterium breve 1-2219 . In other words, Blareau necessarily teaches a culture that 
includes Bifidobacterium breve 1-2219. Notably, Blareau does not disclose or suggest the step of 
removing the bacteria or the step of extracting a specific fi:action of the obtained culture broth. 

The present invention is directed to an immunomodulatory product obtained by the 
incubation of the same bacteria. Bifidobacterium breve strain 1-2219, on a aqueous substrate 
comprising lactoserum permeate, lactoserum protein hydrolyzate and lactose, and then removing 
the bacteria and extracting a specific fraction (exclusion fraction obtained from a gel exclusion 
chromatography having an exclusion threshold of 600 kDa) of the aqueous substrate obtained 
after incubation. This necessarilv results in a product/composition that is different than the cited 
art. 

As discussed in Applicant's previous response, the method described by Blareau uses a 
different substrate than the method of the present invention and, based on the example 2 of the 
present Application which shows the major influence of the substrate's composition on the 

composition of the obtained fraction, that because these substrates for culturing Bifidobacterium 
breve strain 1-2219 are different, the obtained immunomodulatory products are necessarily 
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different. Thus, the products described in the Blareau reference are different than the claimed 
immunomodulatory product. 

In addition, Applicants have previously explained that the immunomodulatory product 
according to the claimed invention distinguishes from the product of Blareau by (i) the use of a 
different substrate that necessarily leads to different products ; (ii) the removal of the 
Bilidobacierium breve strain 1-2219 and (iii) the extraction of a specific fraction after exclusion 
gel exclusion chromatography having an exclusion threshold of 600 kDa. 

Based on these explanations, the immunomodulatory product according to the present 
invention distinguishes from the product described in Blareau in that they are objectively and 
factually different. Accordingly, the immunomodiilatory product recited in Claim 1 is different 
than that of Blareau and as such is novel and not anticipated. 

In view of the clear language of the claim and Applicant's explanations, it is surprising 
that the Examiner is under the belief that immunomodulary product according to the present 
invention still comprises Bilidobacterium breve strain 1-2219 (see page 1 1 of the Office Action). 
In view of this misunderstanding, the Applicant has amended Claim 1 to clarify that the resulting 
immunomodulatory product is free of intact Bifidobacterium cells . Applicant believes that this 
amendment should alleviate any concern the Examiner may have regarding the claimed 
invention being identical to that disclosed in the cited art. 

Since the Applicant has put forth a sufficient explanation as to why the claimed invention 
is different and not identical to that of the cited art, no additional evidence is necessary to show 
that they are not identical. As noted above, the clear difference in the process of making the 
recited immunomodulatory product necessarily results in a product that is different from that 
described in the Blareau references. Further, the amendment to claim 1 clearly distinguishes the 
claimed invention from the product of Bleareau. 

Once again, it is clear from the above that immunomodulatory product according to the 
present patent application is different, and thus novel over US 2008/0268099 and US 7,410,653. 
Double Patenting Rejection 

Applicant requests that the Examiner continue to hold the double patent rejection in 
abeyance until after the prior art rejections have been overcome. 
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In view of the foregoing amendments and remarks, it is respectfully submitted that the 
rejections under 35 U.S.C. § 102and 112 have been overcome, and that the pending claims are in 
condition for immediate allowance. 

It is not believed that extensions of time or fees for net addition of claims are required, 
beyond those that may otherwise be provided for in documents accompanying this paper. 
However, in the event that additional extensions of time are necessary to allow consideration of 
this paper, such extensions are hereby petitioned under 37 CFR § 1.136(a), and any fee required 
therefore (including fees for net addition of claims) is hereby authorized to be charged to Deposit 
Account No. 16-0605. 
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TRAITE OE BUDAPEST SUR U RECONNAISSANCE 
IHTERMATIOHAI-E OU DEPOT DBS MICRO-ORCANISMES 
AUX ?IHS DE LA PROCEDURE EN HATIERE OE BREVETS 



FORMULE INTERMATlONAtE 



1 



Compagnie Gervais Danone 
BP 63 - 125 rue Jules puesde 
92302 Levailofs-Perret; 



Copy of the Original Receipt 

RECEPissE EH CAS DE DEPOT INITIAL, certified by 
vl^liill IVlVol u^llllnonlr Dr Georges WAGENER 



ldenclfi£e au ba$ < 



Director of the CNCM 



L 



J 



IDENTIFICATIOH DU MICRO'ORGANISME 



d'ldsnclfieaelon donate par 1« 

DN-1 56007 




1-2219 



II. OESCRIPTIOH SCIENTIFiqUE ET/OU DESIOHAnOH TAXOHOMIQUE PROPOSES 



L« inicro-organisma ld«ntl£i« sous chlffra I «taic accompagn* : 

mi d'un« descripeion sclentlfLque 

I III d'une dSalgnadon caxononlque propoe4« 

(Coehsr ea qui eonvtenc) 



EPO -D(3 1 

0 9. II, 20P5 



II, RECEPTION ET ACCEPTATION 



La prisonce aucorttfi de dSpdc Incernaelonole accepce le mlcro-organlsne idenclfi* i 
chifEre I, qu'ella a r8?u le 31 MAI1999 {data du d«p6t initial) * 



IV. RECEPTXOH D'UNE REQUETE EH CONVERSION 



La pr£sencs autorltd de dip6t Incetnattonsle a rsfu le ttieco-organisme identifij sous 
chlffre I le (date du d£p4t initial) 

ac a Te(;u una iroquSta an conversion du dSpdt initial en dipac eontorne au Ttalcj de 
Budapest la (date de r*captlon de la requite an conversion) 



COLLECTION NMraft^leQife oorgafiismes 

iteur Roux 
CeOEX 15 




; la dace i laquolla le statut 



